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Date of Review: ________________ Last Review: _________________   Person Completing Review: ____________________

1. DOES A MODIFICATION SMART FORM NEED TO BE SUBMITTED?  			☐	Reviewed, NONE APPLIES	
☐	Protocol change *check version dates (includes scientific changes to protocol, eligibility/ineligibility criteria changes, changes in protocol procedure, change requiring re-consent, change in study title)
☐	Status change (closed to accrual, study suspension)
☐	Additions or changes to surveys/questionnaires
☐	Changes to consent form or assent form (check version dates)
☐	Request for review of retention or recruitment material
☐ 	Change in compensation
☐ 	Increase in accrual target
☐ 	Request to share data/specimens with another institution

If any boxes are checked, complete and submit a modification to your protocol through UVMClick
2. DOES A REPORTABLE NEW INFORMATION SMART FORM NEED TO BE SUBMITTED?	☐	Reviewed, NONE APPLIES
☐	Unanticipated problem or noncompliance potentially involving risk to subjects or others?
	☐ 	Local adverse event, including death, which is both unexpected and related or possibly related
	☐ 	Breach of confidentiality
	☐ 	Significant protocol deviation/non-compliance
	☐ 	Improper consent process or wrong form
	☐ 	Research-related complaint
	☐ 	Intentional change to protocol without IRB approval
	☐ 	Enforcement action
	☐ 	Study personnel misconduct
	☐ 	Omission of key personnel when they are conducting research
	☐ 	Incarceration of a research subject

If any boxes are checked, complete and submit a Reportable New Information submission through UVMClick

3. DOES AN UPDATED KEY PERSONNEL SMART FORM NEED TO BE SUBMITTED?	☐	Reviewed, NONE APPLIES
*** Review currently approved KP list supplied	
☐ 	Are all key personnel listed still actively working on this protocol?
☐ 	Are any staff working on this protocol that are not listed as key personnel?
☐	Does the contact person listed need to be changed?

If any boxes are checked, complete and submit Key Personnel modification through UVMClick
